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Q ality System Reguiation (QSR) for medical devices as set forth
LN Ty

eral Kegulauons (CFR) Part 820 as follows:

O.

i. Your management with executive responsibiiity faiied to ensure that an
adequate quaiity system has been established and maintained as required by
21 CFR 820.20. For exampie:

a. Although your management representative is authorized to write procedures, your
management with executive responsibility hasfailed to ensure their
impiementation. For example, although your management representative issued
Design Controi Procedure DOC 1004 in January 1997, your firm failed to foliow
this procedure.

b. Although your management representative issued corrective action requests
resuiting from internal audits, your management with executive responsibility
failed to ensure their timely correction. The lack of timely corrective actions was
brought to the attention of your management with executive responsibility during
management’s’ review meetings.

c. Your firm has made numerous design and process changes without concurrence
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6. Your firm failed to perform installation and operational qualification for the
following pieces of equipment: the Fenn NF Swager, the thermoforming sealing
machine used to seal the SSENEN to the GENEANNE, and the oven used to sammr
the tubing after the swaging operation.

Both this letter and the FDA 483 that was issued to your firm are not intended to be an
all-inclusive list of deficiencies at your facility. It is your responsibility to ensure
adherence to each requirement of the Act and regulations. The specific violations noted
in this letter and in the FDA 483 issued to you may be symptomatic of serious underlyi
problems in your firm’s manufacturing and quality assurance systems. You are
responsible for investigating and determining the cause of the violations identified by the
Food and Drug Administration ( . If the causes are determined to be system

problems, you must promptly initiate permanent corr
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EP MedSystems Warning Letter
West Berlin, NJ 08091
July 10, 2001

Your written reply should be directed to Diane B. Radice, Compliance Officer, FDA, 10
Waterview Blvd., Parsippany, NJ 07054.

Sincerely,

s .
Lbwwd W 1)L, o
Douglas I. Ellsworth

District Director

New Jersey District



